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m

[Docket No, 97N-0217]

Proposals to Increase the

Minor Uses; Availability

Legal Availability of Animal Drugs for Minor Species and

AGENCY: Food and Drug Administration. HHS.

ACTION: Notice.

SUMMARY: The F()(d md Drllg ,\dIllirli>tr:itiorl (FD, \ J i~ .innouncin~ the a~aifahilit~ ol’ a report

entitled ‘-PrOpOSalS to Increaw the Lc,ga] Availability ()]’Animal Drug> for hlinor Spccirs and

Alinor Uses.”’ The report contain~ propo~als for lcgiilatilc. rc:ulator>. and policy chtinges to [hc

apprc~~al proces~ for nc[~’ anima] drugi intcnd~>d l’t)r usc in minor $pccic~ and for minor UW$ in

a:cnc~’s response to the requirement of [hemfijor species [minor usc drugs ). This report i~ [hc ~ -

Animal Drug Av~iltibility Act of 1996 ([he ADAA ) that the Secretary ot’ Hctilth and Human

Ser\ices (the Sccrctar> ) consider and ~lnnouncc proposa]~ t[) facilitate :lpprmal> for minor use

drugs. Implcmentatit)n of thcw proposal~ should rc$ult in an increase in the number of appro~’ed

new animal drugs for use in minor species and lor minor uses.

DATES: Written comments may be provided at any time.

ADDRESSES: Submit written comments on the report to Dockets Management Branch (HFA-305).

Food and Drug Administration, 5630 Fishers Lane, rm, 1061, RockvilIe, MD 20852.

FDA will also accept e-mail comments. They should be labeled as comments, be identified

with the docket number found in brackets in the heading of this document, and be addressed to

s‘jbutlerl @bangate.fda.gov”. The agency will make paper copies of the comments and will place

them in the public docket along with the comments submitted in writing.
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1. Background.

On October 9. 1996. [hc Prciidcn[ signed the ,-\D:\,.\ (Pub. L. 104-250) into lau. Enactment

of the AD,4.4 reflected C{~ngrcss’ concerns abouI the lack of a~ailability of approved new’ animal

drugs. Among other things, [he legislation recognized particular problems relating to the availability

of approved new animal drugs for minor uses in major species and for use in minor species (minor

use drugs).

Section 2(O of the ADAA directs the Secretary to consider legislati~e and regulatory options

for facilitating approval under section 512 of the Federal Food, Drug, and Cosmetic Act (the act)

(21 U.S.C. 360b) of new animal drugs intended for use in minor species or for minor uses. The

ADAA statute further requires the Secretary to announce within 18 months after the date of

enactment proposals for legislative or regulatory change to the approval process for new animal



In addition. on Deccmbtr 19. 1997. CV\i poittd on its Intrrnet h~lmc page a discussion draft

untitled ‘“Pr(~powils [o Incrcaw the I.cgal Atailabilit}’ of .-\ninml Drugi for Minor Species and

~linor Uses.”’ The diwu~~i~~n dral’t. ~ihich ~va~ identified as a “’~~i>rking document.” included

ciiscussions of several options for poisiblc change. CVM encouraged [he public to comment on

the concept~ in the ~vorking document and to express any related concerns, and asked for comments

on a number of specific questions that focused on particular issues.

CVM received 110 comments in response to the two documents. Among those commenting

were minor-species producer groups, exotic-animal (e.g., ~ouinea pigs, ornamental fish) breeders.

pharmaceutical companies, veterinarians, zoological organizations, the American Veterinary

?vledica} Association, trade associations, pet shop owners. university faculty, and members of other

Federal and State regulatory agencies. The comments were extensive, indicating a high level of

interest in the draft proposals. All the comments were reviewed and many have been incorporated
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5. Other Legislotite Options

6. Other Changes in Regulation or Policy

FDA has presented a broad array of options in response to the congressional charge to propose

changes that would facilitate the approval of new animal drugs for minor species or minor uses.

It is the agency’s perception that neither the current animal drug approval process nor any other

~ingle approval process can adequately address the enormous diversity of minor species for which

animal drugs are needed. Each proposal has merit with respect to certain minor species or minor

uses.
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William B. Schultz ‘,,
Deputy Commissioner for #olicy
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